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CLAIM 1 IS PRESENTED FOR EXAMINATION 
Specification 

The disclosure is objected to because of the following informalities: 
At page 1 lines 7-14, the priority information is incomplete. The following expressions 
should be amended: 

"which is a continued prosecution application of Application No. 09/528,963 filed on 
March 21, 2000" should be changed to —which is a continuation of Application No. 09/528,963, 
filed on March 21, 2000, now U.S. Patent No. 6,765,002, which is— 4 

"This Application is also" (line 10) should be deleted; 

and "after March 21, 2000" (line 12), "now U.S. Patent No. 6,765,002" should be 
inserted. 

Appropriate correction is required. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim 1 is rejected under 35 U.S.C 102(b) as being anticipated by Gast (U.S. Patent No. 
5,747,480), who teaches a hormonal method, (a.k.a. regimen) for birth control which comprises a 
phase which combination of a progestin at a daily dosage equivalent in progestatational activity 
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to 40-125 levonorgestrel and an estrogen at a daily dosage equivalent in estrogenic activity to 
10-20 ^ig ethinyl estradiol, (a.k.a. "EE", see col. 2, lines 21-22). 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy, reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970); and/n re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claim 1 is rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claim 1 of U.S. Patent No. 6,51 1,970 (Rodriguez). 
Although the conflicting claims are not identical, they are not patentably distinct from each other 
because the present claims define a regimen in which a combination of a progestin at a daily 
dosage equivalent in progestatational activity of at least 0.25 mg of levonorgestrel and an 
estrogen component which does not exceed 25 meg EE equivalent is presumably administered to 
a patient in need thereof. 

Rodrigues et al. teaches a hormonal method, (ak.a. regimen) for birth control which 
comprises a phase which combination of a norgestrel at a daily dosage equivalent in 
progestatational activity to 40-125 ng levonorgestrel and an estrogen at a daily dosage 
equivalent in estrogenic activity to 10-20 |xg ethinyl estradiol, (a.k.a. "EE", see col. 2, lines 21- 
22). While Rodriguez does not specify levonorgestrel as in the present claims, such would have 
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been obvious to one of ordinary skill in the art because levonorgestrel and levonorgestrel were 
recognized in the art as being functionally equivalent, (see Chien et al., (U.S. Patent No. 
4,906,169) at col. 13, lines 58-66) and such would have motivated one or ordinary skill in the art 
to use norgestrel for levonorgestrel, and vice versa in order to achieve an effective hormonal 
therapy or regimen. 

Accordingly, the claim is deemed properly rejected and is not allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Raymond J. Henley III whose telephone number is 571-272- 
0575. The examiner can normally be reached on M-F, 8:30 am to 4:00 pm Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low can be reached on 571-272-0951. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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